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Step 1 

Reduced Smoke Chemistry 


Step 2 

Reduced Smoke Toxicity 


• Toxicity of cigarette smoke results from; 

- Chemical composition of the smoke 

- Degree and nature of the smoker’s exposure 

• Reduced risk cigarettes must reduce the amount of 
tobacco burned and/or simplify the chemical 
composition of the smoke. 

• Reduced risk cigarettes must also reduce the 
exposure to harmful chemicals in smoke. 


• Chemical reductions alone cannot predict 
reduced toxicity 

• No single assay can directly measure disease nsfc 

• Battery of preciinical and clinical studies must be 
used to indicate the biological significance of the 
chemical changes 


Step 3 

Reduced Effects in Humans 

• Tests in smokers assess effects under actual 
smoking conditions 

* Markers are used to assess exposure and harm- 
reduction potential 


Expert Opinion and Accepted Practice 
form the Foundation of the Assessments 

• Chemistry approach is based on published methods and the 
development of new techniques 

• Toxicology assays are based on published government and 
Indus try-acccp ted ra ethods 

- In Vitro (CAAT, 1CH, BP A, FDA Ad Literature) 

- In Vivo (NCL OECD, hJTP, EPA, FDA and Literature) 

* Behavioral measurements in smokers have been developed and 
published at RJRT 

* Markers in clinical studies were selected and measured by 
clinicians 


Summary of Effective Strategy for 
Assessing Risk Reduction in Cigarettes 

Reduction of Chemical Substances 

♦ Smoke Chcmutry Studies 

Less Toxicity 

♦ hi Vitro Toxicity Studies 

♦ Anim al Toxicity Studies 

Reduced Effects in Smokers 

♦ Smoking 3ch*vicr/Exposurc .Assessment 

♦ Qinical Studies using Markers 
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